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DETAILED ACTION 

Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-17, drawn to a method for identifying marker genes whose level of 
expression predicts a biological response, classified in class 702, subclass 19. 

II. Claims 18-19, drawn to a method of building a classification database, classified 
in class 702, subclass 19. 

The inventions are distinct, each from the other because of the following reasons: 

The methods of Groups I and II can be shown to be distinct because they are functionally 
different, and are not required one for the other. In the instant case of the distinct inventions, 
each method has a different goal and method steps. For example, a method of Group I is directed 
to identifying marker genes whose level of expression predicts a biological response. A method 
of Group II is directed to building a classification database. The method of Group II comprises 
steps that are not required for the method of Group I, e.g., evaluating the predictive ability of the 
markers and refining the database with information derived from additional biological studies. 
Thus, the method of Group II comprises steps requiring manipulations of data obtained for the 
sample that are not required for the method of Group L 

Because these inventions are distinct for the reasons given above, and the nonpatent and 
patent literature search required for each group is not coextensive with that requirement for 
another group, restriction for examination purposes as indicated is proper. 
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Species Election Requirement 

This application contains claims directed to the following patentably distinct species of 
the claimed invention: 

Species A: elect one factor from those recited in claim 1, i,e., the magnitude of the 
difference in gene expression for each gene or the behavior of other genes detected in the 
sample. 

Species B: elect one patient population from those recited in claim 17, /.e., population 
stratified for its response to the administration of a drug or according to a physiological 
characteristic relevant to a clinical trial. 

Applicant is required under 35 U.S.C. 121 to elect ONE disclosed species from EACH 
group A-B for prosecution on the merits to which the claims shall be restricted if no generic 
claim is finally held to be allowable. 

Species of group A, the magnitude of the difference in gene expression for each gene and 
the behavior of other genes detected in the sample, are patentably distinct because they are 
unrelated and data generated for each species are expected to be different from data generated for 
another type of a variable factor. 

Species of group B, population stratified for its response to the administration of a drug 
and a physiological characteristic relevant to a clinical trial, are patentably distinct because 
species are ftinctionally different, and data generated for one population are expected to be 
different form data generated for another type of a patient population. 
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Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive imless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Any inquiry conceming this communication or earlier communications fi-om the 
examiner should be directed to Marina Miller whose telephone nxmiber is (571)272-6101. The 
examiner can normally be reached on 8-5, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, Ph. D., can be reached on (571)272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR, Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Marina Miller 



